MNPUJIOXKEHHUE IlI

ETUKET U JINCTOBKA 3A YIIOTPEBA



A. ETUKET



HH®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OITAKOBKA

Kapronena kytusi, coapp:kama 10 nim 50 TabéaeTkn

1. HAUMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TPOAYKT

Cestal Cat Flavour tbl. A.U.V./ Ilecran Ker oBkycenu TabiaeTku

‘ 2. CBbABbP/KAHUE HA AKTUBHUTE CYBCTAHIMU U EKCOHUIIMEHTUTE

CncraB B 1 Tabierka:

AKTHBHM CyOCTAHIUM:

Praziquantel ..o 20 mg
Pyrantel embonate ...................cooeiiinnnn. 230 mg

‘ 3. DAPMAIEBTUYHA ®OPMA

Tabnerka.

4. PASMEP HA OITAKOBKATA

10 TabneTku
50 TabneTkn

5. BUJAOBE )KUBOTHHU 3A KOUTO E IPEJHA3HAYEH BMII

Kotkwn.

‘ 6. TEPAIIEBTUYHU ITOKA3AHUA

Jleuenne u KOHTpPOJI Ha Hall-4ecTo CpCHIaHUTEC TCHUU U KPBIJIK YEPBEU ITPU KOTKU U MaJIKU KOTCHIA:
ackapujuu: Toxocara cati, Toxascaris leonina (Be3pacthu u He3penu GopmHu);

ankuaocromu: Ancylostoma tubaeforme, Uncinaria stenocephala (3pesnu);

Teunn: Taenia taeniaeformis, Taenia pisiformis, Taenia hydatigena, Dipylidium caninum,
Echinococcus multilocularis (Bb3pactau u He3penu hopmn).

7. METOJ1 1 HAYUH HA ITPUJIOKEHUE

Ilepopanno.
Enna Tabnerka Ha 4 kg TenecHa maca, KOeTo OTroBapsi Ha CJeHaTa /1038 Ha aKTHBHUTE CyOCTaHIINM:
Praziquantel 5 mg/kg t.m., Pyrantel embonate 20 mg/kg t.m..
Hosupane: kotku < 2 kg = 1/2 tabnerka
2-4 kg = 1 TabneTka
4-8 kg = 2 Tabnerku
[Ipenu ynoTpeda mpoyeTH TUCTOBKATA.

8. KAPEHTEH CPOK




He e npunoxumo.

9. CIHEHUAJIHU NPEAYTNPEXIEHUSA, AKO E HEOBXOANMO

[Ipenu ymoTtpeba nmpoyeTn TUCTOBKATA.

10. CPOK HATOJHOCT

l'ogen no (Meceryroauna)

11. CHEINHUAJIHU YCJIOBHUSA 3A CbXPAHEHHUE

[a ce cbxpaHsiBa B OpUrMHANIHATA ONAKOBKA, IPU Temneparypa Mexay 15 u 25° C, va cyxo u
3alllUTEHO OT CBETJIMHA MSCTO.

12. CHELNHUAJIHU MEPKHU 3A YHUITIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

VYuumoskasane: [Ipean ynorpe6a nmpoueTy JIUCTOBKATA.

13. HAIANHUCDHT “CAMO 3A BETEPUHAPHOMEJINIIUHCKA YIIOTPEBA” U
YCJIOBUA NN OT'PAHUYEHHUS OTHOCHO PA3IIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPHJIOKUMO

CAMO 3A BETEPUHAPHOME/JUIIMHCKA YIIOTPEBA
Ortmycka ce 6e3 JIeKapcKo Mpe/IiucaHume.

14. HAIANUCBHT “JA CE CbXPAHSBA JAJIEY OT IIOTJVIEJAA U HA HEJOCTBITHHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa Aajied OT 1orjicAa U Ha HCAOCTHIIHU 3a 1€1a MECTa.

15. HMME U IOCTOSHEH AJAPEC HA ITIPUTEXATEJISA HA JIMHEH3A 3A YIIOTPEBA

IMpurexaten Ha suieH3a 3a ymnorpeda: Ceva Sante Animale, 10 av. de la Ballastiére — 33500
Libourne, France

‘ 16. HOMEP/A HA JIMIIEH3A 3A YIIOTPEGA HA BMII

‘ 17. TAPTHUJAEH HOMEP

IT Noe:



MUHHUMYM UHOOPMALIUA, KOATO TPABBA JA BB/JIE U3IINCAHA BbBPXY
BJIMCTEPU WJIN JIEHTH

Bumncrep, cabpxkain 2 Ta0JeTKH

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

Cestal Cat Flavour thl. A.U.V.

‘ 2. HAUMEHOBAHUE HA IIPUTE/KATEJISI HA JIMIEH3A 3A YIIOTPEBA

@

3. CPOK HA TOJHOCT

EXP (Mecery/roauna)

| 4. NAPTMJEH HOMEP

Lot:

‘ 5. HAJIIMUCBHT “CAMO 3A BETEPUHAPHOMEJIUNINHCKA YIIOTPEBA”

Camo 3a BeTepHHApHOMEAMIMHCKA yroTpeda



B. IUCTOBKA



JIMCTOBKA 3A:
Cestal Cat Flavour tbl. A.U.V. / Ilectan Ket oBkyceHu TabaeTKH

1. UME U IIOCTOAHEH AJPEC HA IIPUTEXKXATEJISI HA JIMIIEH3A 3A
YIIOTPEBA U HA ITPOU3BOJAUTEJISA, AKO TE CA PA3JIMYHU

IIpurexaren Ha nunensa 3a ymorpe6a: Ceva Sante Animale, 10 av. de la Ballastiere — 33500
Libourne, France

ITpousBoanTEN, OTTOBOPEH 3a 0cBOOOXKIaBane Ha napruaara: Lavet Pharmaceutical Ltd., 2143
Kistarcsa, Batthyany u. 4/b., Hungary

2. HAUMEHOBAHUME HA BETEPUHAPHOMEJUIIUHCKUS TPOAYKT

Cestal Cat Flavour tbl. A.U.V./ lecran Ker oBkycenu TabiaeTku

3. CbABPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCIIMITUEHTUTE

CncraB B 1 Tabierka:

AKTHBHM cyOCTAHLUM:

Praziquantel ..o 20 mg

Pyrantel embonate ................cooeiiiiinnn, 230 mg

Excrmmuentu: Lactose, Wheat starch, Povidone K-90, Talc, Magnesium stearate, Sodium
starch glycolate, Dried yeast, Liver flavour.

4. TEPAIIEBTUYHU IIOKA3AHUS

Jleuenue u KOHTPOJI Ha Han-4ecTo CpCIIaHUTE TCHUHN U KPBIJIK YCPBEU IIPHU KOTKU U MAJIKU KOTCHLA:
ackapuuu: Toxocara cati, Toxascaris leonina (Be3pacthu u He3penu GopmHu);

ankmiroctomu: Ancylostoma tubaeforme, Uncinaria stenocephala (3penn);

Teunn: Taenia taeniaeformis, Taenia pisiformis, Taenia hydatigena, Dipylidium caninum,
Echinococcus multilocularis (Bb3pactau u He3penu hopmn).

5. IMPOTUBOIIOKA3AHMA

)la HE CC U3M0JI3Ba IIPHU CBPbXUYBCTBUTCIIHOCT KbM aKTUBHUTEC Cy6CTaHHI/II/I WJIH KbM HSKOM OT
CKCIIMITMCHTHUTC.

6. HEBJIAI'ONIPUSITHU PEAKLIUUN

ITo Bpeme Ha TecToBeTe 32 0€30MACHOCT HE Ca MPOSBEHN HUKAKBU KIMHHUYHH, XeMaTOJIIOTUIHH WITH
OMOXMMUYHU HEOIAronpusaTHU eeKTH, CIIe pIIaraie Ha MPOAYKTa MPH TPUKPATHO MPEBUIITIABAHE
Ha yno3ata. He ca HaOmojaBaHy cTpaHuyHY e(DEKTH U PU KIIMHUYHHUTE TECTOBE.

AKo 3a0enexuTe HIKaKBO CEpUO3HO Bh3JICHCTBHE WIH APYTH €(PEKTH, BCISICTBUE HA yIIOTpedara Ha
t0o3u BMII, kouTO He ca ommcaHu B Ta3u JUCTOBKA, MOJIS He3a0aBHO Jla yBeaoMuTe Bamms
BETEPUHAPEH JIEKap.

7. BUJAOBE )KUBOTHM, 3A KOUTO E IPEJJHA3HAYEH BMII



Kotkmn.
8. J1O3HUPOBKA 3A BCEKH BU/I, METOA 1 HAYHUH HA ITPUJIAT AHE

Enna Tabnetka Ha 4 Kg TenecHa maca, KOETO OTroBaps Ha CJeHAaTa J103a Ha aKTHBHHUTE CyOCTAHIINH:
Praziquantel 5 mg/ kg T.m., Pyrantel embonate 20 mg/ kg t.m.
Hosupane: kotku < 2 kg = 1/2 Tabnerka
2-4 kg = 1 Tabierka
4-8 kg = 2 TabIeTKu.
CxemMaTa Ha IPUIJIOKEHUE CE OIpeesisi OT BeTEpUHAPEH JIeKap.

9. CBBET 3A IPABUJIHO ITPUJIOKEHUE

10. KAPEHTEH CPOK

He e npunoxumo.

11. CIEHLOUAJIHU YCJOBUA 3A CbXPAHEHUME HA ITIPOAYKTA

[a ce cpxpaHsiBa fajned OT IOIJIEAa U Ha HEJOCTBIIHM 3a Jiela MecTa.

[a ce cpxpaHsBa B OpUrMHAIHATA ONAKOBKa. [la ce chxpaHsBa npu Temmneparypa mexay 15 u 25° C.
Ha ce cpxpansiBa Ha cyxo micTo. [la ce masu ot cBeTiimHa. Pa3nonoBenuTe TabneTKy TpsAOBa 1a ce
ChbXpaHsBar B OJucTepa.

12. CHEHUAJIHU NPEAYHPEXIEHUA

CrenpagHy IpeIna3Hi MEPKH 32 BCSKH BHJI JKUBOTHH, 32 KOMTO € npeaHazHaded BMII
IMpoaykTu, ceabpikamu pyrantel Tpsosa na ce npumarat ¢ 0co06HO BHUMaHKE Ha KAXCKTHYHH
JKUBOTHMH.

)Ia HC CC U3II0JI3BA HpI/I CBp’LX‘IYBCTBI/ITeJ'IHOCT KBbM aKTUBHUTC Cy6CTaHHI/II/I UJIN KbM HSIKOI7[ oT
E€KCLIMITNEHTHUTE.

CrienagHy IpeAna3Hy MEPKH 3a JINIATa, IPUJIaraiiy NPoayKTa Ha )KHBOTHUTE

[a ce cna3Bat oOu4aitHuTe NpennazHu Mepku mpu padora ¢ BMIL. [Ipu ciayvaitHo mormbinane,
He3a0aBHO Ja ce MOThPCH MEAULMHCKH ChBET, KaTO Ha JIEKaps ce MPEAOCTaBU JIMCTOBKATA 32
yroTpeba Wi eTUKEeTa Ha IPOIYKTa.

Xopa ¢ ycTaHOBEHA CBPBXUYBCTBUTEIIHOCT KbM MPA3UKBAHTEN WM MUPAHTEN TPAOBa Ja n30sreat
KOHTAaKT C BETepUHAPHOMETULIMHCKUS IPOIYKT.

JpbXKTe KUBOTHUTE HA 3aTBOPEHO 3a 24 vaca ciiej] 00e3mapa3suTsIBaHETO, ChOSPETe U U3rOPETe
OTJIeNICHUTE M3MPaKHEHUS, TAPAa3UTH, IPOTJIOTHIM U sifna. [louncrere OcCHOBHO 1 Ae3uH(peKIupaiite
MSICTOTO, 0OUTaBaHO OT )XMBOTHUTE. M3muiiTe ppuete cu cien ToBa. Cien npujiaraHeTo Ha MPOAyKTa
raseTe JieraTa OT KOHTAKT C KOTKHUTE 32 HAKOJKO JTHH.

yHOTDC6a 10 BpEME HaA 6DCMCHHOCT W JJaKTanus
HpO,I[YKT'I)T MOIXKE [ia CC Mpurjiara 1o Bpe€Me Ha 6peMCHHOCT.

Bsaumoneiictsue ¢ apyru BMII u apyru ¢hopMu Ha B3aUMOAENCTBHE U HECEBMECTUMOCTH

He npunaraiite eTHOBpeMEHHO ¢ Piperazine cbabpikaliy MpoyKTH, 3al[0TO Ype3 AHTATOHUCTUIHUTE
peaxmmu pyrantel u piperazine morar 1a ce HeyTpaIU3UpaT.

He npunaraiite eqHOBpeMEHHO ¥ ¢ opranohocHOpHU HHCEKTHIIUIN U TUETUIKapOaMa3rH.

ITopamu cxomHUS MEXaHU3bM Ha JICUCTBUE M TOKCHUKOJIOTHS, H30ATBAHTE €THOBPEMEHHOTO MIPHUJIaraHe
C MOPAHTEN U JIEBAMH3O0IL.




[penosupane (CHMITOMH, CIICIIHUA MEPKH, aHTHUIOTH):

IIpenosupane ua Cestal Cat Flavour Tablets ce mosiBsia psiiko B KJIMHUYHATA [TPAKTHKA ITOPAIH
nobpata monocumoct. [To BpeMe Ha TecToBeTe 32 MOHOCUMOCT Ha )KHBOTHHUTE 32 KOUTO €
npeHa3HavYeH, MPOAYKTHT HE ¢ MOKa3al HUKaKBH TOKCHYHU e(heKTH, TOPH CIIe]] TPUKPATHO
NpEBHIIBAaHE HA MTPENophuBanaTa g03a. Octpara TOKCHYHOCT Ha mpoaykra e > 2000 mg/kg.

ITpu cbMHEHME 3a TOKCHYHA PEaKIUs BCICACTBHE Ha MPEKOMEPHO BHCOKA /1032 J1a Ce MpeAnpHeMe
MOJIXOIAIIO CHMITOMATHYHO JICUCHHE.

13. CHEIIMAJIHU MEPKU 3A YHUILIOXKABAHE HA HEM3IIOJI3BAH IMMPOAYKT UJIN
OCTATHIHU OT HEI'O, AKO UMA TAKHUBA
IlonuraiiTe Bamus BeTepuHapeH jekap KakBo Aa npasure ¢ HeHy:xHute BMII. Te3u mepku mie

IIOMOTI'HAT 3a OIla3BaHC Ha OKOJIHATa Cpe€aa.

14. JATATA HA IMOCJIEAHATA PEJAKIIUA HA TEKCTA

Cenrtemspy, 2014 r.

15. AOI'BJIHUTEJIHA HHO®OPMALIUA

Pa3mep Ha onakoBkara
Kapronena kytus, cpappikama 10 tadbmetku (5 6mucrepa) u 50 tadbmetku (25 6nuctepa).
He Bcuuku pa3Mepu Ha OlakoBKaTa MOraT Ja ObAaT Ipe/IaraHy Ha ma3apa.

3a Beska HHGOPMAIUSA OTHOCHO TO3U BETEPMHAPHOMEIUIIMHCKHI MPOLYKT, MOJISi CBBPIKETE CE C
TEPUTOPHATHUS [IPEACTABUTEN Ha IPUTEXKATENS Ha JIMIeH3a 3a yrorpeda: ,,CeBa AHMMAaI XenT

boarapus” EOO/I, Ten. 02 963 42 75; 02 963 13 77; cevabulgaria@ceva.com



